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DETAILED ACTION 

Applicants' response, filed 10/27/2008, has been received. Claims 2, 7-26, 29- 
34, 36, 38-39, 44-56, 59-60, 105-124 are pending, and treated on the merits in this 
action. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 2, 7-26, 29-34, 36, 38-39, 44-56, 59-60, 105-124 are rejected under 35 
U.S.C. 1 12, second paragraph, as being indefinite for failing to particularly point out and 
distinctly claim the subject matter which applicant regards as the invention. 

Independent claims 2, 29, 59 and 105 now recite a composition that "retains its 
gel-like consistency after implantation". It is unclear what consistencies are "gel-like" as 
recited. How do "gel-like" consistencies differ from 'gel consistencies'? 

The remaining claims are rejected for ultimately depending on one or more of the 
abovementioned claims without clarifying this issue. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 2, 9-26, 29-34, 36, 38-39, 46-56, 59, 105-1 16, 1 19-124 rejected under 35 
U.S.C. 103(a) as being unpatentable over US 6,130,200 to Brodbeck. 
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Brodbeck teaches a composition comprising a PIA polymer having a low cular 
weight (col. 14), a solvent that is preferably an ester of an aromatic alcohol (col. 13) and 
a beneficial agent (claim 1, examples). The solvent may be, inter alia, benzyl benzoate, 
ethyl benzoate, and mixtures. Col. 13. The polymer molecular weight may be 1,000 to 
120,000 Da, or 8,000-13,000 Da. Col. 14, claim 15. A PLGA polymer polymer is a 
"lactic acid polymer" as it contains lactic acid monomers. The polymer may be present 
in 40% of the composition by weight. Example 1 . Pore formers, solubility modulaters, 
and osmotic agents may be added. Claims 5-7. The beneficial agents that may be used 
include those of instant claims 21 and 22. Example 2 (human growth hormone), Col. 
19-20. The beneficial agent is present from 1-50% by weight, or from 5-30% by weight, 
or from 1 0-21 % by weight. Col 21 . The depot is a gel that, in some embodiments, 
comprises particles of the beneficial agent. Example 2 (particle of human growth 
hormone). The particle size in Example 2 is 2-100 microns. An emulsifying agent 
(stabilizing agent in instant claims) may be included. Claims 6, 1 1 . The solvents may 
be mixed, and preferably 80% of the solvent is benzyl benzoate. Col. 13. Less than 
25% of the drug is delivered within the first day (reading on about 20% or less of instant 
claim 124). Col. 14, last paragraph. 

What is lacking is: 

1) The polymer need not be the requisite molecular weights. 

2) The requisite solvents are not required. 

3) There is no specific disclosure of delivering beneficial agent for less than 7 

days. 
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It would have been prima facie obvious to a person of ordinary skill in the art at 
the time of the invention to use the polymers in the requisite molecular weight, and to 
use the requisite solvents of instant claims. Both of these elements are suggested by 
the art, although not specifically required. With regard to delivery of beneficial agent for 
less than 7 days, it is noted that the claims are drawn to a product, not to a method of 
delivering beneficial agent. As such, Brodbeck will read on this limitation if it is 
reasonable to conclude that the products disclosed and suggested therein are capable 
of delivering drug over a time frame less than 7 days. Brodbeck's product has all of the 
same compositional elements and structural features as instantly claimed product, or for 
those features it is lacking Brodbeck suggests the features. As such, there is a 
reasonable basis to conclude that Brodbeck's product would be capable of delivering 
beneficial agent over less then seven days. Brodbeck thus meets this limitation of the 
claims as well. 

It is noted that the instant invention attempts to solve the problem of burst 
release in prior art depot compositions. The instant disclosure recognizes that this 
problem is caused by such implants rapid imbibing of water. The solution in this 
Application is to use a gel implant that has a solvent that is poorly soluble in water, so 
that this rapid imbibing of water will be eliminated, and the burst effect will also be 
eliminated. Brodbeck recognizes the same problem in prior art depots as does the 
instant application. Col's 3-4. Brodbeck solves this problem in the same way, namely, 
by using a gel implant with a solvent that is poorly soluble in water. Col. 5. Because it 
appears that the prior art has already offered the same solution as this Application, it is 
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not clear what contribution, if any, the instant Application attempts to make over the 
prior art. 

Claims 7-26, 29-34, 36, 38-39, 44-56, 59-60, 105-124 are rejected under 35 
U.S.C. 103(a) as being unpatentable over US 6,130,200 to Brodbeck in view of WO 
02/38185. 

The teachings of Brodbeck were discussed above. 

What is lacking are the solvents of instant claims, such as the mixture of benzyl 
alcohol and benzyl benzoate. 

The '185 reference has been discussed previously. The most relevant teachings 
of the '185 reference are an injectable implant device comprising a beneficial agent, a 
PLGA polymer, and a solvent, wherein solvents such as benzyl alcohol, benzyl 
benzoate, and combinations thereof, are useable. Claim 7. 

It would have been prima facie obvious to a person of ordinary skill in the art at 
the time of the invention to use the solvents of the 1 85 reference. Obviousness stems 
from the notion that it is obvious to substitute materials that are known to be used for 
the same purpose in the art. Here, the solvents of 185 are used for the same type of 
implant as those of Brodbeck. As such, the substitution would be obvious and the 
artisan would enjoy a reasonable expectation of success. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 
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§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ERIC E. SILVERMAN whose telephone number is 
(571 )272-5549. The examiner can normally be reached on Monday to Thursday 7:00 
am to 5:00 pm and Friday 7:00 am to noon. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hartley can be reached on 571 272 0616. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Michael G. Hartley/ 

Supervisory Patent Examiner, Art Unit 1618 



Eric E. Silverman 
Art Unit 1618 



